JANSSEN PMP

PRESERVATION AND MATERIAL BROTECTION
a division of Janssen Pharmaceutica NV

July 13, 2017

Document Processing Desk (DCI/AD)
Attention: Reevaluation Team Leader, PM 36
US EPA (7501P)

One Potamic Yard (South Bldg.)

2777 South Crystal Drive

Arlington, VA 22202

Subject: Propiconazole (Case # 3125)
Chemical # 122101
ID # GDCI-122101-1705

Janssen PMP, a Division of Janssen Pharmaceutica NV is submitting the following administrative documents to
comply with generic data call-in notices for propiconazole:

Data Call-In Response Forms
Requirements Status & Registrants Response
Letters of Intent for cost sharing agreement between Janssen PMP and Lanxess Corporation
Waiver request for conventional chemical data requirements
Waiver request for environmental fate Guidelines 835.3110, 835.3220 and 835.3240.
o Current labels to support data waiver requests

e & o o o

Confidential Statement of Formulas in EPA files are current;

Product Name Registration Number Date of Last Approved CSF
SAFETRAYP 43813-15 Alt. 1 & 2: 8/27/2015
WOCOSEN 250 EC 43813-16 Alt. 1 & 2: 8/27/2015
WOCOSEN 100SL 43813-19 Alt. 1 & 2: 8/27/2015
WOCOSEN 50TK 43813-21 Alt. 1 & 2: 8/27/2015
WOCOSEN 500SL 43813-37 Alt. 1 & 2: 8/27/2015
WOCOSEN Technical 1 43813-53 Basic 8/27/2015
WOCOSEN Technical 11 43813-54 Basic 8/27/2015

Please contact me if any questions on this DCI response.

Sincerely,

Withim R Hpodicring

William R. Goodwine
Director, WW Regulatory Affairs & Risk Assessment
T: (609) 730-2607; E: bgoodwi(@its.jnj.com

1125 Trenton-Harbourton Road
Titusville, NJ 08560-0200
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JANSSENPMP

PRESERVATION AND MATERIAL PROTECTION
a division of Janssen Pharmaceutica NV

July 14, 2017

Lanxess Corporation
Material Protection Products
Regulatory Affairs

111 RIDC Park West Drive
Pittsburgh, PA 15275-1112

Attention: Ms. Luanne Jeram
Head, Regulatory Affairs MPP NA

Re: Propiconazole
GDCI-122101-1705
Offer to share in Development of Data

Dear Ms. Jeram,

This letter will confirm the intention of Janssen PMP, a Division of Janssen Pharmaceutica NV (Janssen
PMP) and Lanxess Corporation (Lanxess) to form a US Propiconazole Antimicrobial Task Force for
cost sharing between the two parties, with Lewis & Harrison (LH) acting as Task Force Manager. LH
will secure an EPA task force/company number for the Task Force and submit all studies to USEPA on
behalf of the Task Force. The Task Force Manager shall handle any subsequent data compensation
matters that may arise with respect to the data generated. Studies included for cost sharing are: -

Guldelnli;uﬁ?;lremem Study Title
875.1700 Product Use Information — wood preservative use sites
875.2700 Product Use Information — paints & coatings use sites
850.3300 Activated Sludge Respiration Inhibition (ASRI) Test
835.1110 Activated Sludge Sorption Isotherm
835.3280 Simul?tion Tests to Assess the Biodegradability of

Chemicals
S5850.1000 Chronic Freshwater Sediment Test — Hyalella
SS850.1000 Chronic Freshwater Sediment Test — Chironomus
SS850.1000 Chronic Estuarine/Marine Sediment Test — Leptocheirus

1125 Trenton-Harbourton Road
Titusville, NJ 08560-0200
Page 1 0of 2




JANSSENPMP

PRESERVATION AND MATERIAL PROTECTION
a division of Janssen Pharmaceutica NV

Sincerely,

William R. Goodwine
Director, WW Regulatory Affairs & Risk Assessment

Janssen PMP
Preservation & Material Protection

Tel: (609) 730-2607
E: bgoodwi@jits.jnj.com

Via Email and Fedex

1125 Trenton-Harbourton Road
Titusville, NJ 08560-0200
Page 2 of 2




LANXESS

Energizing Chemistry
July 12, 2017
Janssen PMP Luanna Jeram
Material Protection Products
1125 Trenton-Harbourton Road Regulatory Affairs
Titusville, NJ 08560-0200 P, DA S

Phone 412-809-4773

Attention: Mr. William Goodwine luanne.jeram @ lanxess.com
www.US,LANXESS.com

Re:  Propiconazole
GDCI-122101-1705
Offer to share in Development of Data

Dear Mr. Goodwine:

This letter will confirm the intention of LANXESS Corporation and Janssen
PMP, a Division of Janssen Pharmaceutic NV (Janssen PMP) to form a US
Propiconazole Antimicrobial Task Force for cost sharing between the two
parties, with Lewis & Harrison acting as Task Force manager. Lewis &
Harrison will secure an EPA task force/company number for the Task Force
and submit all studies to the US EPA on behalf of the Task Force. The Task
Force Manager shall handle any subsequent data compensation matters that
may arise with respect to the data generated. Studies included for cost

sharing are:

Guideline No. Title

875.1700 Product Use Information — wood preservative use sites

875.2700 Product Use Information — paints and coatings use sites

835.1110 Activated Sludge Sorption Isotherm

835.3280 Simulation Test to Assess the Biodegradability of
Chemicals

850.3300 Modified Activated Sludge, Respiration Inhibition Test

§8850.1000  Chronic Freshwater Sediment Testing — Hyalella and
Chironomus

§5860.1000  Chronic Estuarine/Marine Sediment Testing - Leptocherius

Sincerely,
i

:;éf fran z&fﬁ&m Lo

Luanne Jeram
Head, Regulatory Affairs MPP NA

Via Email and Fedex

Page 1 of 1




JANSSENPMP

PRESERVATION AND MATERIAL PROTECTION
a division of Janssen Pharmaceutica NV

Generic Data Call-In
Propiconazole (Chemical No. 122101)
ID# GDCI-122101-1705

Janssen PMP, a Division of Janssen Pharmaceutica NV (Janssen PMP) requests waivers of the
following GDCI data requirements. The Requirements Status and Registrant’s Response Form (EPA
Form 6300-3) indicates that the data requirements listed below are required for conventional use sites
per footnote 14. Janssen PMP’s registrations are for antimicrobial uses only. In addition, Janssen
PMP’s active ingredient registrations WOCOSEN Technical I (EPA Reg. No. 43813-53) and
WOCOSEN Technical II (EPA Reg. No. 43813-54) are repack registrations and our source of supply
has requested to cost share with the other basic registrants of conventional uses to satisfy these

requirements.

Guideline Requirement Study Title
Number
850.1075 Fish acute toxicity test, freshwater and marine
850.1400 Fish early-life stage toxicity test
850.2100 Avian acute oral toxicity test
850.2300 Avian reproduction test
850.3040 Field testing for pollinators
SS-1155 Residues in Pollen and Nectar/Field Residue Analysis
SS-1311 Honey bee adult acute oral toxicity
SS-1312 Honey bee larvae acute oral toxicity
SS-1313 Honey bee adult chronic oral toxicity
SS-1314 Honey bee larvae chronic oral toxicity
SS-1319 Semi-field testing for pollinators (tunnel or colony feeding

studies)

William R. Goodwine

Director, WW Regulatory Affairs & Risk Assessment
Janssen PMP

Preservation & Material Protection

1125 Trenton-Harbourton Road
Titusville, NJ 08560-0200
Page 1 of 1




JANSSENPMP

PRESERVATION AND MATERIAL PROTECTION
a division of Janssen Pharmaceutica NV

Generic Data Call-In
Propiconazole (Chemical No. 122101)
ID# GDCI-122101-1705

Janssen PMP, a Division of Janssen Pharmaceutica NV (Janssen PMP) requests waivers of the GDCI
data requirements in Table 2. Per Footnote 25 in the Requirements Status and Registrant’s Response
Form (EPA Form 6300-3), the data developers (Janssen PMP and Lanxess Corporation) are electing to
conduct the battery of studies listed in Table 1 to satisfy the environmental fate requirements:

Table 1: Antimicrobial studies to be generated by Janssen PMP & Lanxess

Guldehlﬁuﬁl‘;};‘rement Study Title
875.1700 Product Use Information — wood preservative use sites
875.2700 Product Use Information — paints & coatings use sites
850.3300 Activated Sludge Respiration Inhibition (ASRI) Test
835.1110 Activated Sludge Sorption Isotherm
8353280 Simulgtion Tests to Assess the Biodegradability of
Chemicals
SS850.1000 Chronic Freshwater Sediment Test — Hyalella
SS850.1000 Chronic Freshwater Sediment Test — Chironomus
SS850.1000 Chronic Estuarine/Marine Sediment Test — Leptocheirus

Table 2: Antimicrobial studies requested to be waived based on the Guideline 875 studies to be
conducted in Table 1

Guideline Requirement .
Number Study Title
835.3110 Ready biodegradability
835.3220 Porous pot test
835.3240 gﬁiﬁ?lon Test-Aerobic Sewage Treatment-Activated

William R. Goodwine

Director, WW Regulatory Affairs & Risk Assessment
Janssen PMP

Preservation & Material Protection

1125 Trenton-Harbourton Road
Titusville, NJ 08560-0200
Page 1 of 1
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